4379 FIRST AID KIT- 4379 first aid kit
4334 FIRST AID KIT- 4334 first aid kit
Honeywell Safety Products USA, INC

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

4334, 4379 First Aid Kit (triple, Burn Jel, alcohol wipe, PVP wipe, BZK, sting relief, Foille,
aypanal EX- 2019819, Z63158006)

Triple
Active ingredients

Bacitracin zinc 400 units
Neomycin sulfate (5 mg equivalent to 3.5 mg Neomycin base)

Polymyxin B sulfate 5000 units

Triple
Purpose

First aid antibiotic
First aid antibiotic
First aid antibiotic

Triple
Uses
e firstaid to help prevent infection in
minor cuts
scrapes
burns

Triple
Warnings

For external use only

Allergy alert do not use if you are allergic to any of the ingredients

Do notuse
¢ inthe eyes
e over large areas of the body

Ask a doctor before use if you have
® adeep or puncture wounds
¢ animal bites
® serious burns

Stop use and ask a doctor if
e the condition persists or gets worse



e arash or other allergic reaction develops
¢ you need to use longer than 1 week

Keep out of the reach of children

If swallowed, get medical help or contact a Poison Control Center right away.

Triple
Directions
e clean the affected area
¢ apply a small amount of the product (an amount equal to the surface area of the tip of a finger) on the
area 1 to 3 times daily
® may be covered with a sterile bandage

Triple
Other information

e storeat15%t0259C (59 Oto 77 O F)
e tamper evident sealed packets
¢ do notuse if packet is torn or opened

Triple
Inactive ingredient

petrolatum

Alcohol
Active ingredient

Isopropyl alcohol 70%

Alcohol
Purpose

First aid antiseptic

Alcohol
Uses
e firstaid to help prevent infection in minor cuts, scrapes, and burns

Alcohol
Warnings

For external use only
Flammable, keep away from fire or flame.
Do notuse

® inthe eyes
e over large areas of the body

Ask a doctor before use if you have



deep or puncture wounds
animal bites

serious burns

When using this product
¢ do not use longer than one week unless directed by a doctor

Stop use and consult a doctor
¢ if condition persists or gets worse

Keep out of reach of children
¢ If swallowed, get medical help or contact a Poison Control Center right away.

Alcohol

Directions

clean the affected area

apply wipe to affected area 1 to 3 times daily
may be covered with a sterile bandage
discard wipe after single use

Alcohol
Other information

store at room temperature 159t0 259 C (59 Y to 77 0 F)

Alcohol
Inactive ingredient

water

Foille
Active ingredient

Benzocaine 5.0% (w/w)
Chloroxylenol 0.1% (w/w)

Foille
Purpose

External analgesic

Antiseptic

Foille
Uses
e For the temporary relief of pain associated with burns, sunburn, minor cuts, scrapes, insect bites, and
minor skin irritations.
e Firstaid to help prevent infection in minor cuts, scrapes and burns.



Foille
Warnings

For external use only
When using this product
e avoid contact with the eyes

Stop use and ask a doctor if

e condition worsens, or symptoms persist for more than 7 days or clear up and occur again within a
few days.

¢ Do not apply over large areas of the body. In case of deep or puncture wounds, animal bites, or
serious burns, consult a doctor.

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away.

Foille

Directions
e cleanthe affected area.
¢ adults and children 2 years of age and older: Apply to affected area not more than 3 to 4 times daily.
e childrenunder 2 years of age: consult a physician.

Foille
Other information

Avoid contact with clothing

Foille may stain certain fabrics

Foille
Inactive ingredients
beeswax, benzyl alcohol, calcium disodium EDTA, calcium hydroxide, ceresin, eugenol, hydrogenated

vegetable oil, maleic anhydride, mono- and di-glycerides, PEG-32, purified water, sodium borate,
sodium lauryl sulfate, zea mays (corn) oil.

Burn Jel
Active ingredient

Lidocaine HCI 2.0 %v

Burn Jel
Purpose

External analgesic

Burn Jel
Uses
e temporarily relieves pain due to minor burns



Burn Jel
Warnings

For external use oonly

Do notuse

e onlarge areas of the body, particularly over raw surfaces or blistered areas
When using this product

¢ avoid contact with eyes

Stop use and ask a doctor if

¢ the condition gets worse
¢ symptoms persist for more than 7 days
¢ condition clears up and recurs within a few days

Keep out of reach of children
If swallowed, get medical help or contact a Poison Control Center right away.

Burn Jel

Directions
¢ adults and children 2 years of age and older; apply to affected area not more than 3 to 4 times daily
e childrenunder 2 years of age: ask a doctor
® you may report a serious reaction to this product to 800-430-5490

Burn Jel
Other information
e store at roomtemperature - do not use if opened or torn

Burn Jel
Inactive ingredients

carbopol 940, carbopol 1342, diazolidinyl urea, glycerin, melaleuca alternifolia (tea tree) leaf oil,
methylparaben, octoxynol-9, propylene glycol, propylparaben, trolamine, water

Burn Jel
Questions

1-800-430-5490

Sting Relief
Active ingredients (in each wipe)

Ethyl alcohol 50.0%
Lidocaine HCI 2.0%

Sting Relief
Purpose

Antiseptic



Topical painrelief

Sting Relief
Uses

e prevent infection in minor scrapes, and temporary relief of itching of insect bites

Sting Relief
Warnings

For external use only
Flammable, keep away from open fire or flame
Do notuse
® over large areas of the body
® ineyes
e over raw or blistered areas
Stop use and ask a doctor

if conditions worsen or persist for more than 7 days or clear up and occur again within a few days

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away.

Sting Relief

Directions
® adults and children 2 years and older: Apply to cleaned affected area not more than 3 times daily.
e childrenunder 2 years of age: consult a doctor.

Sting Relief
Inactive ingredients

benzalkonium chloride, menthol, and purified water

Sting Relief
Questions or Comments?

1-800-430-5490

PVP Wipe
Active ingredient

Povidone-iodine 10% (equivalent to 1% titratable iodine)

PVP
Purpose

First aid antiseptic



PVP
USes
e firstaid antiseptic to help prevent infection in minor cuts, scrapes and burns

PVP
Warnings

For external use only.

Ask a doctor before use if you have
® deep or puncture wounds
e animal bites
® serious burns

Stop use and ask a doctor if
e condition worsens or persists for more than 72 hours
e jrritation and redness develops

Keep out of reach of children.
If swallowed, get medical help or contact a Poison Control Center right away.

PVP

Directions

clean the affected area

apply1 to 3 times daily

may be covered with a sterile bandage
if bandaged, let dry first

discard wipe after single use

PVP

Other information
® do notuse onindividuals who are allergic or sensitive to iodine
e store at controlled temperature 59-86°F (15-30°C)
¢ do notuse if pouch is openor torn

PVP
Inactive ingredients

nonoxynol 9, water

PVP
Questions

800-430-5490

Aypanal EX
Active ingredient

Acetaminophen 500 mg



Aypanal EX
Purpose

Painreliever/fever reducer

Aypanal EX

Uses

e temporarily relieves minor aches and pains due to the common cold and headache
e temporarily reduces fever

Aypanal EX
Warnings

Liver Warning: This product contains acetaminophen. Severe liver damage may occur if you take:
e more than 4,000 mg in 24 hours, which is the maximum daily amount.
e with other drugs containing acetaminophen
¢ adult has 3 or more alcoholic drinks every day while using this product

Allergy alert: Acetaminophen may cause severe skinreactions. Symptoms may include:
¢ skinreddening
® blisters
® rash

If skinreaction occurs, stop use and seek medical help right away

Do Not Use

e with any other drug containing acetaminophen (prescription or nonprescription). If you are not sure
whether a drug contains acetaminophen, ask a doctor or pharmacist.

Ask a doctor before use if you have
® liver disease

Ask a doctor or pharmacist before use if
e you are taking the blood thinning drug warfarin

Stop use and ask a doctor if

® paingets worse or lasts more than 10 days
e fever gets worse or lasts more than 3 days
® new symptoms occur

¢ redness or swelling is present

Keep out of reach of children.

Overdose warning: In case ofl overdose, get medical help or contact a Poison Control Center right
away (1-800-222-1222). Prompt medical attention is critical for adults as well as for children even if
you do not notice any signs or symptoms.

If pregnant or breas tfeeding,
e aska health professional before use.

Avypanal EX



Directions
¢ do not take more than directed (see overdose warning)
® adults and children 12 years of age and over: Take 2 tablets with water every 6 hours while
symptoms last.
¢ do not take any more than 8 tablets in 24 hours.
® childrenunder 12: consult a doctor

Aypanal EX
Other information

store at room temperature 159 -30 9 C (59 9 -86 O F)
TAMPER EVIDENT- DO NOT USE IF OPEN OR TORN

Aypanal EX
Inactive ingredients

microcrystalline cellulose, povidone, sodium starch glycolate, starch, stearic acid

Aypanal EX
Questions or Comments?

1-800-430-5490

BZK
Active ingredient

Benzalkonium chloride 0.13% w/v

BZK
Purpose

First aid antiseptic

BZK
Uses

Antiseptic cleansing of face, hands, and body without soap and water

BZK
Warnings

For external use only

Do notuse

inthe eyes or over large areas of the body

on mucous membranes

onirritated skin

in case of deep puncture wounds, animal bites or serious burns, consult a doctor
longer than 1 week unless directed by a doctor

Stop use and ask a doctor if
e if irritation, redness or other symptoms develop



¢ the condition persists or gets worse

Keep out of reach of children

If swallowed, get medical help or contact a Poison Control Center right away.

BZK
Directions

e tear open packet and use as a washcloth

BZK

Other information

e store at room temperature 159 to 30 9C (59 0 - 86 0 F)
¢ do notreuse towelette

BZK
Inactive ingredients

water

BZK
Questions

1-800-430-5490

4334
7019819 KIT CONTENTS

1 TRIPLE ANTIBIOTIC 10 PER

1 INSTANT COLD PACK 4" X 6"

2 ADHESIVE BDG,PLSTIC,1"X3"16PER
1 BURN JEL 1/8 OZ, 6 PER

1 ALCOHOL PREP PADS 10P

1 PVP IODINE WIPES 10 PER

1 NITRILE GLOVES 2PR BBP

1 ANTIMCRBL ANTSPTC TWLETTS
1 ADHESIVE TAPE W/P 1/2"X 5 YD

1 TWEEZER PLASTICS 4"

1 FLEXICON 2"X 4.1 YD

1 FIRST AID GUIDE ASHI

1 ABD COMBINE PAD 5" X 9"

1 SCISSOR BDGE 4" RED PLS HDL
LBL STOCK 6-3/8"X4"

LBL STOCK 4"X2-7/8"

1 LBL STOCK 3"x1-7/8"



1 LBL CONTS 6 3/4"X3 1/2"ID B

1 LABEL COVER, GRAINGER 7019819
1 KIT PP 24 UNIT FA

3 SAFETEC STING RELIEF WIPES BULK
1 FOILLE BURN/F A OINT 1/2 OZ

4 GAUZE PADS 2"X2" 12PLY

1 GAUZE PADS 4"X4" 12PLY

4 WOVEN FINGERTIP BANDAGE 2"

4 WOVEN KNUCKLE BANDAGE

4 HEAVY FLEX LARGE PATCH 2" X 3"
1 GAUZE PADS 3"X3" 4/BX

1 TRIANG 37X37X52 UNIT

8 AYPANAL EXTRA BULK 2/PK

4379
763158002 Kit Contents

1 TRIPLE ANTIBIOTIC 10 PER

1 INSTANT COLD PACK 4" X 6"

2 ADHESIVE BDG,PLSTIC,1"X3"16PER
1 BURN JEL 1/8 OZ, 6 PER

1 ALCOHOL PREP PADS 10P

1 PVP IODINE WIPES 10 PER

1 NITRILE GLOVES 2PR BBP

1 ANTIMCRBL ANTSPTC TWLETTS

1 ADHESIVE TAPE W/P 1/2"X 5 YD

1 TWEEZER PLASTICS 4"

1 FLEXICON 2"X 4.1 YD

1 FIRST AID GUIDE ASHI

1 ABD COMBINE PAD 5" X 9"

1 SCISSOR BDGE 4" RED PLS HDL
LBL STOCK 6-3/8"X4"

LBL STOCK 4"X2-7/8"

1 LBL STOCK 3"x1-7/8"

1 LBL CONTS 6 3/4"X3 1/2"ID B

1 LABEL COVER, GRAINGER 7019819
1 KIT PP 24 UNIT FA

3 SAFETEC STING RELIEF WIPES BULK



1 FOILLE BURN/F A OINT 1/2 OZ

4 GAUZE PADS 2"X2" 12PLY

1 GAUZE PADS 4"X4" 12PLY

4 WOVEN FINGERTIP BANDAGE 2"

4 WOVEN KNUCKLE BANDAGE

4 HEAVY FLEX LARGE PATCH 2" X 3"
1 GAUZE PADS 3"X3" 4/BX

1 TRIANG 37X37X52 UNIT

8 AYPANAL EXTRA BULK 2/PK
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r Drug Facts
y Active ingredients (in each gram) Purpose
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| Uses ac
i [ I A bbb
CE ] s myxin B sulfa Re-order#23
o For external use only. id Antibiotic .

Allergy alert - o notuse ifyou a
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Directions

leanthe affected area

5 the tip ofafinger) on
theares 1 o3 tmes daiy

p
Antibiotic
: Qintment

To Help Prevent Infection in
Minor Cuts, Scrapes and Burns

Caution:

This package is for industrial use only.
Not for retail sales.

Keep this and all drugs out of the reach of children.

p
Antibiotic
Ointment

To Help Prevent Infection in
Minor Cuts, Scrapes and Bums

Bacitracin zinc, Neomycin sulfate,

Alcohol
Principal Display Panel

- Bacitracin zinc, Neomycin sulfate, ‘i ; e
L Otheriarmaton Rl ll In case of ingestion, seek professional assistance or Polymyxin B sulfate
— scaid pacets IER contact a poison control center immediately.
|r——jdonot eef packetis tomoroprod : 144 Packets 144 Packets
é || drective iogrekent_peron T Netwt. per packet 0.5g (0.02 0z) T Netwt. per packet 0.5g (0.02 02)
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Honeywell

Distributed by
Honeywell Safety
Products USA, Inc.
Smithfield, RI 02917

Foille
Principal Display Panel

S Reorder #154818 50 Wipes

Drug Facts (continued)

Directions
+deantheaffectedarea  -applyto affected area 1 to3 times daily
- may be covered with a sterile bandage - discard wipe after single use

Other information
« store at room temperature 15° to 25° C(59° to 77°F)
- donot use f package is torn or open

Inactive ingredient __ water

Questions? _1-800-430-5490

Other Wipes Available in:
* PVP lodine Preps
* Antiseptic Wipes s

774818Rev A

Honeywell

FJn.rg Facts

Purpose
First aid antiseptic

Active ingredient
isopropyl alcohol 70%..........

Uses firstaid to help prevent infection in minor cuts scrapes and burns

Warnings
Forexteral useonly
Flammable, keep away from fire o flame.

Domotuse -inorneartheeyes - over large areas of the body

Aska doctor before useif youhave
——| -deep or puncture wounds - animal bites - serious bumns

When using this product o not use langer than one week unless drected
| byadoctor

Stop use and consult adoctor f condition pe sists of gets warse

Keepoutof reachof children
If swallowed, getmedical help or contact a Poison Cont
o

rol center right away.
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MEDICATED FIRST AID OINTMENT !

Fast, Soothing Relief Of Pain Due To:
Cuts & Scrapes « Minor Burns

Sunbum « Insect Bites

MEDICATED
RST AID OINTMENT
Fast, Soothing Relief Of Pain Due To:
Cuts & Scrapes « Minor Burns

EXTERNAL ANALGESIC / ANTISEPTIC

Foille i

NOC 10157-0302-4

10z (280

NETWT.

Insect Bites

Sunburn «
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Burn Jel
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Sting Relief

Burn Jel*
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02-10-20
Burn Jel®
Lidocaine HCI 2%
External Analgesic
6 Packets, Met Wt 1/8 oz (3.5 g) each
Disltibuten by
Honeywell Sately
Producls USA, Inc,
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Principal Display Panel
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Sting Relief .
Wipes

Use for:

L S SR, |

Single Use Pouches

Singhe Use Pauiches
Saturated Wipes

Saturated Wipes

B 100 wipes

PVP
Principal Display Panel

Active Ingredisnts

Lidocaine HEI 20%.

[ , B
relief of itchiing of ins=ct bites:.

] Heep out of reach of ehildran.

Warnings
For external use only.

Flammabis, keep away fiom fireor flame.
Domotuse  @over baroe armas of the body

wineyes ® ovesawor blistered areas

e 8 =
@ merethan 7 days or clear up and accur again withina fewdaps.

ight ey

Nt
P # otz ond chibiren 2 yeors and dlder: sqpty t clenned affncted orea nat

oo than 3 times dail
# children under 2 yenrs of nge: consult o dacter.

Inactive Ingredients
benzaliconium chioride, menthol, purifisd watar
Questions or comments?

e ME278 12001284000

MudeinUSA
Packaged in Mexizo



4
I".
BI2SE0 X ‘\
| Reos |
@ ; .
a PVP lodine Wipes
Y = Povidone-lodine 10%
B a First Aid Antiseptic
= £ 10 Saturated Wipes
3 = ANSI 2308.1-2009
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= Distributed by:
Honeywell Safely
Products USA, Inc.
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Drug Facts
Active Ingredient Purpose
Powicopesodive 0% leguvalent ta 15 titcable wdipe) BB & AN RS First axl elisephn |
Use  Srtaid to help prevent the dsk of Infection Im miivor cuts, scrapes, and bums
Ti.mi‘lp Far extarnaluse only
o notms
| = nornearthesyes - over large arcas of the body - on individuals who are alergic or sensitive toiodine
] Ask a decter befors wsa I you have
:I + e O punciure wounds = arvmal biges = serious b
i Wibwan using bhis preduet_do not use onger tan one ek uniess directed by a dooor
J Slop uss e aik adectar il « concilion persishs or gels wirse s iritalan oe redeess deaslops
- Haap out ol fimeh ol childes T svaallcwsd, ot medica’ belp ar coatact a Faison Contral Cenber dghi areay
i Directians
- nthe affecedarca  «apply wipe to affected area 1 ba 3 times daily
= may be covered wih a sterile bandage  « discard wipe after single ue
Otter mformation - stom a1 room temseraure 15 30 C (S2RE F|
= o ol uze if package is borm or gpen - donet use on indvidusls whose allegs or sensitive o odine
Imachive ingradients  nooosynoks, water
Questions or comments? 1 E00-430-5430

Aypanal EX
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Pain Reliever - Fever Reducer
Acetaminophen 500 mg

50 Packets (2 Tablets per Packet)
Total quantity 100 Tablets

MULTI-SYMPTOM COLD
No Drowsiness.

SINUS PAIN
Colds-Sinus
No Drowsiness

Acetaminophen 500mg

BACK RELIEF
Backache and
Muscular Aches

Extra Strength
Pain Reliever

THROAT RELIEF
Oral Anesthetic

PACKAGE NOT CHILD-RESISTANT

away.
‘you do notnotice any signs or symptoms.

(| Directions - do not take more than directed (see overdose warning)

(| symptomslast
do not take more than tablets in 24 hours.

DNeE o one one o one o
; - - - Drug Facts
Drug Facts (continued) e i gve gredient i 5a5h BT T
o —— / Al P
|| TAMPER EVIDENT PACKETS - DO NOT LN AT AN LT Uses
Inactive ingredients % 4 eang Warnings
ol o B e e e e Ty o
e aherdrogs comtsming scemnophen
A ~\ 5k as S of more alcoholl ks very cay whe using thisprocict
a i i e e e
VI ~056 "atien 1 anKs 2 ineacion
BUFFERED ASPIRIN ELECTROLYTE 1f you
P Pain Reliever-Fever Reducer Dehydration Tablets I ' 7] 7 | | arenotsur rmacist.. callﬁnl'l'
Analgesic e -
CEDAPRIN Aska doctor or pharmaistb n
AYPANAL uprofen 200mg Reliever g || Stop use andiacka doctor i Tris package i o industrial use ony.
N heover SNUSDECONGESTANT o oo 2! O Pain R Red | “Rewsymptoms occur oo s St
Acetaminophen 325 mg  Nasal Decongestant MIRALAC A op 00 mg || 1fpregnant or breast eec Sorel befs s If pregnant or nursing, consult your physician before
AVPANA: ® Without rowsiness Sugar Free Antacid Keep out of reach of children. taEm gJ it Q‘mJe' me;mve [BE
R o
EXTRA STRENGTH PAIN STOPPERS . ts blets p L

Keep this and all drugs out of the reach of children.

In case of accidental overdose, s¢

k professional assistance
l

e

T T e el =]

771986-01 Rev B

&
B

BZK
Principal Display Panel

o




ﬂrmun;;x”
Rev B
i Honeywell
1]
5 02-16-35MD
E - -
3 Antiseptic Towelettes
K Benzalkonium chloride
a First aid antiseptic
2 Six-Saturated Towelettes
o | Eaa
Smithfe, B 02417
s |
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____7:___r ______________________
H -
5 sajjajemo| andasnuy
47001083 |
Rev B
Drug Facts
Active Ingradient Purpase
Brnmbmnium chinrids 013 3% why First aid antizeptic
Uses @ antiseptic cleaning of face, hands and body without soap and waler.  ® airdriesin seconds
:&m s anly

‘When using this product  ® do notusein the svesor apply overlamge ares of {he body

Agk a docher balera use  ® |ncaseof deep or puncium wounds. animal bibes, orserious bums

Stop use and consult a dector i
® irritation, mdness or other symplomsdevelop @ condition perslsts or nets wiesn

Dometuse  ®longer than L week unkes directed by doclor

Kaap out of reach ol childran. | swallowed, get medical help o contacl a Poison Contial Canter righl sway.

% ® tmar open packet, unfold and use as washe iy
Dther tii ]

[1]
#siore slroom bemperaiuss 15° -30° C{58* -H6* F) w0 ok e town e
Imactive ingrodient  watar

Questions or comments 1-800-4 30-5480

4334 Kit Label
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GRAINGER COM'

AlD

GENERAL PURPOSE, UNITIZED
24 PERSON

GRAINGER

[ § [ | FOR THE ONES WHO GET IT DONE |

470017220

Distributed by Honeywell Safety Products USA, Inc. Smithfield, Rl 02917

4373 Kit Label
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Prints 3 colors
Black, Red (PMS 186) and Blue (PMS 072)

Refill Information
US Poison Control 1-800-222-1222

Contact your authorized Honeywell Safety Products
Distributor with your refill orders.

1-401-943-4400 1-514-351-7233 +31(0) 118 656400
1-800-430-4110 1-888-212-7233

Honeywell .
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www.honeywellsafety.com 2
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4379 first aid kit kit

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:0498-4379
Packaging

# Item Code Package Description Marketing Start Date =~ Marketing End Date
1 NDC:0498-4379-01 1in 1KIT; Type 0: Nota Combination Product 10/18/2018

Quantity of Parts

Part # Package Quantity Total Product Quantity
Part1 10 POUCH 4 mL
Part2 1TUBE 14 ¢g
Part3 6 PACKET 21g
Part4 1PACKET 1.4 mL
Part5 3 POUCH 1.2 mL
Part6 10 POUCH 3 mL
Part7 8 PACKET 16
Part8 10 PACKET 9g
Part1of 8

ALCOHOL WIPE

isopropyl alcohol swab

Product Information
Item Code (Source) NDC:0498-0143

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

ISOPROPYL ALCOHOL (UNII: ND2M416302) (ISOPROPYL ALCOHOL - ISOPROPYL

UNIEND2M416302) ALCOHOL VoA E LR AnlG

Inactive Ingredients
Ingredient Name Strength
WATER (UNII: 059QF0KOOR)

Packaging



# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0498-0143-04 0.4 mL in 1 POUCH; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 09/18/2018

Part2 of 8
BLISTEX FOILLE MEDICATED FIRST AID

benzocaine and chloroxylenol ointment

Product Information
Item Code (Source) NDC:10157-9302

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
CHLOROXYLENOL (UNII: 0F32U78V2Q) (CHLOROXYLENOL - UNI:0F32U78V2Q) CHLOROXYLENOL 0.1g in100 g
BENZO CAINE (UNI: U3RSY48JW5) (BENZOCAINE - UNI:U3RS Y48 JW5) BENZOCAINE 5g in100 g
Inactive Ingredients
Ingredient Name Strength

SODIUM LAURYL SULFATE (UNIL: 368GB5141J)
BENZYL ALCOHOL (UNI: LKG8494WBH)

EDETATE CALCIUM DISO DIUM ANHYDRO US (UNI: 8 U5D034955)
CERESIN (UNIE: Q1LS2UJO3A)

EUGENOL (UNI: 3T8 H1794QW)

MALEIC ANHYDRIDE (UNIE: V5877ZJZ25)

POLYETHYLENE GLYCOL 1500 (UNIE: 1212Z7S33A)

CORN OIL (UNIE: 8470 G57WFM)

SODIUM BORATE (UNI: 9 IMBZ8H3QO)

YELLOW WAX (UNIL: 2ZA36 HOS2V)

CALCIUM HYDRO XIDE (UNI: PF5DZW74VN)

WATER (UNIE: 059 QFOKOOR)

Packaging
# Item Code Package Description Marketing Start Date  Marketing End Date
1 14 g in 1 TUBE; Type 0: Nota Combination Product



Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 03/05/2013

Part 3 of 8

BURN JEL
gel for burns gel

Product Information
Item Code (Source) NDC:0498-0203

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LIDO CAINE HYDRO CHLORIDE (UNII: V13007Z41A) (LIDOCAINE - LIDOCAINE HYDROCHLORIDE 2g
UNII:98P1200987) ANHYDROUS in 100 g
Inactive Ingredients
Ingredient Name Strength

TROLAMINE (UNII: 903K93S3TK)

CARBOMER HOMOPOLYMER TYPE C (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNI: 4Q93RCW27E)
CARBOMER HOMOPOLYMER TYPE B (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNI: HHT0 1ZNK31)
PROPYLPARABEN (UNII: Z8IX2SC10H)

OCTOXYNOL-9 (UNI: 7JPC6Y25QS)

TEA TREE OIL (UNIL: VIF565UC2G)

DIAZOLIDINYL UREA (UNII: HSRIZ3MPW4)

EDETATE DISODIUM (UNII: 7FLD9 1C86K)

DIPROPYLENE GLYCOL (UNII: EI07L85C40)

GLYCERIN (UNII: PDC6A3C00X)

METHYLPARABEN (UNII: A2I8C7HIST)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0498-0203-00 3.5 g in 1 PACKET; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 09/19/2018



Part 4 of 8
ANTISEPTIC TOWELETTE

benzalkonium chloride liquid

Product Information
Item Code (Source) NDC:0498-0501

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHLO RIDE (UNI: FSUM2KM3W7) (BENZALKONIUM - BENZALKONIUM 1.3 mg
UNIL7N6JUD5X6Y) CHLORIDE in 1 mL
Inactive Ingredients

Ingredient Name Strength

WATER (UNIL: 059 QFOKOOR)
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:0498-0501-00 1.4 mL in 1 PACKET; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 12/21/2017

Part 5 of 8
STING RELIEF PAD

ethyl alcohol, lidocaine swab

Product Information
Item Code (Source) NDC:0498-0733

Route of Administration TOPICAL

Active Ingredient/Active Moiety



Ingredient Name
LIDO CAINE HYDRO CHLORIDE (UNII: V13007Z41A) (LIDOCAINE -
UNI:98P1200987)

ALCOHOL (UNI: 3K9958 V90 M) (ALCOHOL - UNIE3K9958 V90 M)

Inactive Ingredients
Ingredient Name
MENTHOL (UNI: L7T10EIP3A)
WATER (UNIE: 059 QFOKOOR)
BENZALKONIUM CHL O RIDE (UNI: FSUM2KM3W7)

Packaging
# Item Code Package Description
1 0.4 mL in 1 POUCH; Type 0: Not a Combination Product

Marketing Information

Basis of Strength

LIDOCAINE HYDRO CHLORIDE
ANHYDROUS

ALCOHOL

Strength

20 mg
in 1 mL

0.5 mL
in 1 mL

Strength

Marketing Start Date Marketing End Date

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC monograph not final part348

Part 6 of 8
PVP IODINE WIPE

povidone-iodine 10% swab

Product Information
Item Code (Source) NDC:0498-0121

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
PO VIDO NE-IO DINE (UNII: 8 5HOHZU99M) (IODINE - UNI:96 79 TCO07X4)

Inactive Ingredients

Ingredient Name
NONOXYNOL-9 (UNI: 48Q180SHIT)
WATER (UNIE 059 QFOKOOR)

12/23/2017

Basis of Strength
IODINE

Strength
10 mg in 1 mL

Strength



Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0498-0121-00 0.3 mL in 1 POUCH; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
unapproved drug other 09/18/2018

Part 7 of 8
AYPANAL EX

acetaminophen tablet

Product Information
Item Code (Source) NDC:0498-2110

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
ACETAMINOPHEN (UNII: 362091TL9D) (ACETAMINOPHEN - UNI:362091TL9D) ACETAMINOPHEN 500 mg
Inactive Ingredients
Ingredient Name Strength

STEARIC ACID (UNIL: 4ELV7Z65AP)

SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIL: 5856J3G2A2)
MICRO CRYSTALLINE CELLULOSE (UNIl: OP1R32D6 1U)

STARCH, CORN (UNIL: 08232NY3SJ)

PO VIDONE (UNII: FZ989 GH94E)

Product Characteristics

Color white Score no score

Shape ROUND Size 12mm

Flavor Imprint Code FR1

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:0498-2110-01 2 in 1 PACKET; Type 0: Nota Combination Product



Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part343 01/02/2017

Part 8 of 8
TRIPLE ANTIBIOTIC

bacitracin zinc, polymyxin b sulfate, neomycin sulfate ointment

Product Information
Item Code (Source) NDC:0498-0750

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

Basis of Strength Strength

POLYMYXIN B SULFATE (UNIL: 19371312D4) (POLYMYXIN B - UNIL:J2VZ07J96 K) POLYMYXIN B 5000 [iU] in1g
BACITRACIN ZINC (UNII: 89 Y4M234ES) (BACITRACIN - UNII:58 H RWO 52]) BACITRACIN 400 [iU] in1g
NEOMYCIN SULFATE (UNII: 057Y626693) (NEOMYCIN - UNI:116 QD7X297) NEOMYCIN 35mg inlg
Inactive Ingredients

Ingredient Name Strength
PETROLATUM (UNIL: 4T6 HI2ZBN9 U)
Product Characteristics
Color white Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:0498-0750-35 0.9 g in 1 PACKET; Type 0: Not a Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
OTC monograph final part333B 09/19/2018



Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date

unapproved drug other 10/18/2018
4334 FIRST AID KIT
4334 first aid kit kit
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:0498-4334

Packaging
# Item Code Package Description
1 NDC:0498-4334-01 1in 1 KIT; Type 0: Nota Combination Product

Quantity of Parts

Part # Package Quantity

Part1 1PACKET 1.4 mL
Part2 3 POUCH 1.2 mL
Part3 10 POUCH 3 mL
Part4 8 PACKET 16
Part5 10 PACKET 9¢g
Part6 10 POUCH 4 mL
Part7 1TUBE 14 ¢g
Part8 6 PACKET 21g
Part1of 8

ANTISEPTIC TOWELETTE

benzalkonium chloride liquid

Product Information
Item Code (Source) NDC:0498-0501

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W?7) (BENZALKONIUM -
UNIL:7N6JUDS5X6Y)

Marketing Start Date =~ Marketing End Date

10/18/2018

Total Product Quantity

Basis of Strength

BENZALKONIUM
CHLORIDE

Strength

1.3 mg
in 1 mL



Inactive Ingredients

Ingredient Name Strength
WATER (UNI: 059 QFOKOOR)
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:0498-0501-00 1.4 mL in 1 PACKET; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 12/21/2017

Part2 of 8
STING RELIEF PAD

ethyl alcohol, lidocaine swab

Product Information
Item Code (Source) NDC:0498-0733

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LIDO CAINE HYDRO CHLORIDE (UNII: V13007Z41A) (LIDOCAINE - LIDOCAINE HYDROCHLORIDE 20 mg
UNI:98P1200987) ANHYDROUS in 1 mL
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNI:3K9958V90M) ALCOHOL Oir.ISIHIII?L
Inactive Ingredients
Ingredient Name Strength

MENTHOL (UNIL: L7T10EIP3A)
WATER (UNIL: 059QF0KOOR)
BENZALKO NIUM CHL ORIDE (UNII: FSUM2KM3W?7)

Packaging
# Item Code Package Description Marketing Start Date  Marketing End Date
1 0.4 mL in 1 POUCH; Type 0: Not a Combination Product



Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph not final part348

Part 3 of 8
PVP IODINE WIPE

povidone-iodine 10% swab

Product Information
Item Code (Source) NDC:0498-0121

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
PO VIDO NE-IO DINE (UNIL: 85HOHZU99 M) (IODINE - UNI:9679TC07X4)

Inactive Ingredients

Ingredient Name
NONOXYNOL-9 (UNIL: 48Q180SHST)
WATER (UNII: 059QF0KOOR)

Packaging
# Item Code Package Description

1 NDC:0498-0121-00 0.3 mL in 1 POUCH; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

unapproved drug other

Part 4 of 8
AYPANAL EX

acetaminophen tablet

Product Information

Item Code (Source) NDC:0498-2110

Marketing Start Date Marketing End Date

12/23/2017
Basis of Strength Strength
IODINE 10 mg in 1 mL

Strength

Marketing Start Date Marketing End Date

Marketing Start Date Marketing End Date
09/18/2018



Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
ACETAMINOPHEN (UNII: 362091TL9D) (ACETAMINOPHEN - UNI:362091TL9D) ACETAMINOPHEN 500 mg

Inactive Ingredients

Ingredient Name
STEARIC ACID (UNIL: 4ELV7Z65AP)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIL: 5856J3G2A2)
MICRO CRYSTALLINE CELLULO SE (UNII: OP1R32D6 1U)
STARCH, CORN (UNI: 08232NY3SJ)
PO VIDONE (UNI: FZ989 GH94E)

Product Characteristics

Strength

Color white Score no score

Shape ROUND Size 12mm

Flavor Imprint Code FR1

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:0498-2110-01 2 in 1 PACKET; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph not final part343 01/02/2017

Part 5 of 8
TRIPLE ANTIBIOTIC

bacitracin zinc, polymyxin b sulfate, neomycin sulfate ointment

Product Information
Item Code (Source) NDC:0498-0750

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Marketing End Date



Ingredient Name

POLYMYXIN B SULFATE (UNII: 19371312D4) (POLYMYXIN B - UNI:J2VZ07J9 6 K)

BACITRACIN ZINC (UNII: 89 YAM234ES) (BACITRACIN - UNII:58 H RWO 521)
NEOMYCIN SULFATE (UNI: 057Y626693) (NEOMYCIN - UNI:116 QD7X297)

Inactive Ingredients

Ingredient Name
PETROLATUM (UNIL: 4T6 HI2ZBN9 U)

Product Characteristics

Color white Score

Shape Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 NDC:0498-0750-35 0.9 gin 1 PACKET; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph final part333B

Part 6 of 8
ALCOHOL WIPE

isopropyl alcohol swab

Product Information
Item Code (Source) NDC:0498-0143

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

ISOPROPYL ALCOHOL (UNI: ND2M416302) (ISOPROPYL ALCOHOL -
UNIEND2M416 30 2)

Inactive Ingredients

Ingredient Name

Basis of Strength Strength

POLYMYXIN B 5000 [iU] in1g

BACITRACIN 400 [iU] in1g

NEOMYCIN 35mg inlg
Strength

Marketing Start Date Marketing End Date

Marketing Start Date  Marketing End Date

09/19/2018

Basis of Strength  Strength

ISOPROPYL

ALCOHOL 0.7 mL in 1 mL

Strength



WATER (UNIL: 059QF0KOOR)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0498-0143-04 0.4 mL in 1 POUCH; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 09/18/2018

Part 7 of 8
BLISTEX FOILLE MEDICATED FIRST AID

benzocaine and chloroxylenol ointment

Product Information
Item Code (Source) NDC:10157-9302

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
CHLOROXYLENOL (UNIl: 0F32U78V2Q) (CHLOROXYLENOL - UNI:0F32U78V2Q) CHLOROXYLENOL 0.1g in100 g
BENZO CAINE (UNII: U3RSY48JW5) (BENZOCAINE - UNIL:U3RS Y48 JW5) BENZOCAINE 5g in100 g
Inactive Ingredients
Ingredient Name Strength

SODIUM LAURYL SULFATE (UNI: 368GB5141J)
BENZYL ALCOHOL (UNI: LKG8494WBH)
EDETATE CALCIUM DISO DIUM ANHYDRO US (UNII: 8U5D034955)
CERESIN (UNII: Q1LS2UJO3A)

EUGENOL (UNIL: 3T8H1794QW)

MALEIC ANHYDRIDE (UNII: V5877ZJZ25)
POLYETHYLENE GLYCOL 1500 (UNII: 1212Z7S33A)
CORN OIL (UNII: 8470 G57WEFM)

SODIUM BORATE (UNII: 91MBZ8H3QO)

YELLOW WAX (UNIL: 2ZA36H0S2V)

CALCIUM HYDRO XIDE (UNII: PFSDZW74VN)
WATER (UNIL: 059QF0KOOR)



Packaging
# Item Code Package Description Marketing Start Date  Marketing End Date
1 14 g in 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 03/05/2013

Part 8 of 8

BURN JEL
gel for burns gel

Product Information
Item Code (Source) NDC:0498-0203

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LIDO CAINE HYDRO CHLORIDE (UNII: V13007Z41A) (LIDOCAINE - LIDOCAINE HYDROCHLORIDE 2g
UNII:98P1200987) ANHYDROUS in 100 g
Inactive Ingredients
Ingredient Name Strength

TROLAMINE (UNI: 903K93S3TK)

CARBOMER HOMOPOLYMER TYPE C (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNI: 4Q93RCW27E)
CARBOMER HOMOPOLYMER TYPE B (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNII: HHT0 1ZNK31)
PROPYLPARABEN (UNII: Z8IX2SC10H)

OCTOXYNOL-9 (UNI: 7JPC6Y25QS)

TEA TREE OIL (UNIL: VIF565UC2G)

DIAZOLIDINYL UREA (UNII: HSRIZ3MPW4)

EDETATE DISODIUM (UNII: 7FLD9 1C86K)

DIPROPYLENE GLYCOL (UNII: EI07L85C40)

GLYCERIN (UNII: PDC6A3C00X)

METHYLPARABEN (UNII: A2I8C7HIST)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0498-0203-00 3.5 g in 1 PACKET; Type 0: Not a Combination Product



Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 09/19/2018

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
unapproved drug other 10/18/2018

Labeler - Honeywell Safety Products USA, INC (079287321)

Establishment
Name Address ID/FEI Business Operations
Blistex Inc. 005126354 manufacture(10157-9302)
Establishment
Name Address ID/FEI Business Operations

Honeywell Safety Products USA, INC 079287321 pack(0498-4334,0498-4379)
Establishment

Name Address ID/FEI Business Operations
Ultra Seal Corporation 085752004 manufacture(0498-2110)
Establishment

Name Address ID/FEI Business Operations

Water-Jel Technologies 155522589 manufacture(0498-0750, 0498-0203)
Establishment

Name Address ID/FEI Business Operations
Changzhou Maokang Medical 421317073 manufacture(0498-0143, 0498-0501)
Establishment

Name Address ID/FEI Business Operations

Sion Medical Biotext 532775194 manufacture(0498-0121)
Establishment

Name Address ID/FEI Business Operations
Safetec of America Inc 874965262 manufacture(0498-0733)

Revised: 9/2019 Honeywell Safety Products USA, INC
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